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awarded since November 1989. The mili-
tary is growing yet another generation
of veterans and retirees who have
served their country when their coun-
try called upon them.

I commend the MHSS for their ad-
vances in a standard benefit for all
beneficiaries, for their commitment to
medical advances such as telemedicine,
and for the hard work in which they
are engaged as they attempt to right
size military health care. However, I
caution them that I am watching. I
will not tolerate a health care system
sized on the backs of our retirees, a
system that listens more to short-
sighted budget analysts than to good
business practices, and to any contract
that violates the contract this country
made with the men and women who
served when called and have already
paid their dues.

Madam President, the real bottom
line is that the overall health of the
entire voluntary military depends on
the health of the Defense Health Pro-
gram. A compromised military health
system will rapidly lead to a com-
promised military capability. I greatly
fear that we are heading down that
course. For example, I find it truly
alarming that for the first time in our
Nation’s history, the emergency de-
fense supplemental bill is being offset
dollar for dollar from its own defense
budget. How long will it be before the
Department gets wise and when the
President says go to Haiti or Bosnia or
wherever, the military says, ‘‘No,
thank you, we can’t afford it’’. I have
been involved in our Nation’s defense
for more than 30 years as a Member of
Congress and I have traveled exten-
sively around the world during those
many years and I absolutely believe
that the best way to prevent war is to
prepare for war. The only way to pre-
pare for war is to maintain a healthy,
robust military. And absolutely criti-
cal to that endeavor is a healthy, ro-
bust military medical health system.
Let us not forget the painful lessons
learned in the past; let us not have an-
other Task Force Smith; let us not re-
peat the same mistakes. Let us work to
ensure a safe and secure future for this
great Nation of ours.

I would like to acknowledge the con-
tribution of my Congressional Nurse
Fellow, Lt. Col. Barbara Scherb, who
prepared this statement. Colonel
Scherb is an Army nurse who is cur-
rently assigned on a 1-year fellowship
in my office.

f

REPRESENTATIVE RICHARDSON’S
SUCCESSFUL HUMANITARIAN
MISSION TO IRAQ

Mr. BINGAMAN. Madam President,
on another issue, I rise to congratulate
my friend and colleague from New
Mexico, Representative BILL RICHARD-
SON, for his recent trip to Iraq that re-
sulted in the early release from prison
of two Americans, David Daliberti and
William Barloon.

Madam President, we have all been
affected by this story. We agonized
with the families of these two Ameri-
cans since their arrest in March when
they inadvertently crossed the Iraqi
border while trying to visit friends at
the United Nations observer post in
Kuwait. We recoiled when we learned
that their sentence would be 8 years in
prison. We watched as others tried to
negotiate a solution to the crisis, in-
cluding the wives of Mr. Daliberti and
Mr. Barloon, who visited their hus-
bands in a Baghdad prison. And we wor-
ried as a nation when we received re-
ports that both men were experiencing
heart trouble that required hospitaliza-
tion while in the prison.

We have now learned, however, that
Representative RICHARDSON has been
doing more than simply listening to
the news coming out of Iraq like most
of the rest of us. He met eight times
with the Iraqi Ambassador to the Unit-
ed Nations in New York, sometimes
catching a flight from Washington
early in the morning so that he could
return before votes were cast in the
House.

These visits established a feeling of
trust that allowed Representative
RICHARDSON to travel to Iraq, where he
pressed Saddam Hussein for the release
of the captive Americans on humani-
tarian grounds. As with any negotia-
tion, we now know that there were mo-
ments of disagreement and misunder-
standing with the Iraqi President. Rep-
resentative RICHARDSON persisted in ar-
guing that releasing these men at this
time was the right thing to do.

Madam President, in a world with a
seemingly endless number of intracta-
ble conflicts and troubles, from Bosnia
to Rwanda to North Korea, it is with a
sense of relief that as a result of Rep-
resentative RICHARDSON’s successful
humanitarian mission to Iraq, we have
one less crisis hanging over our coun-
try and over the two families that have
now been reunited.

All Americans should be proud of Mr.
Daliberti and Mr. Barloon for their
courage and strength over the past 5
months. I am especially proud of my
friend and colleague from my home
State of New Mexico for his remark-
able achievement in winning their re-
lease.

Madam President, I yield the floor.

f

COMPREHENSIVE REGULATORY
REFORM ACT

Mr. KENNEDY. Madam President, on
a matter that the Senate has been de-
bating over the period of the last 9
days, regulatory reform bill, it has
been temporarily laid aside for now,
but I rise at this time to call the atten-
tion of my colleagues that the bill con-
tains an unfortunate and unwarranted
provision that would drastically under-
mine fundamental food safety stand-
ards in current law. I intended to offer
this amendment yesterday prior to the
time that the bill was set aside.

I want to speak briefly to this issue.
I hope the issue would have been ad-
dressed by those in the process of con-
sidering the regulatory reform bill, or
have an opportunity to address it when
the legislation comes back. It address-
es one of the very serious failings of
this legislation. I want to take a few
moments of the Senate time to address
it.

This is a different issue than the
meat inspection question we debated
last week. It involves the unfortunate
and unwarranted provision that would
drastically undermine the fundamental
food safety standards that exist in cur-
rent law.

America has the safest food supply in
the world. Families go to a super-
market to purchase meat or vegeta-
bles, to buy baby food or apple sauce
for young children they do so, secure in
the knowledge that what they buy, and
any additives contained in them, meet
strict safety standards enforced by the
Department of Agriculture and the
Food and Drug Administration.

When contaminated food inadvert-
ently reaches the public, these agencies
have the power they need to protect
the public health. The basic food safety
standards were enacted into law many
years ago. Today, they are relied on
and taken for granted by the American
public. That is absolutely how it
should be. No one has to give a second
thought to the safety of the food that
they eat today—and they should not
have to start to worry about it tomor-
row.

The safety of American food not only
benefits consumers, it provides a com-
petitive advantage to the U.S. food in-
dustry in the global markets. The label
‘‘Made in the USA’’ on a can or jar of
food is a signal to people everywhere
that the product meets the highest
standards of safety and cleanliness.

Two of the cornerstones of the Fed-
eral food safety law are contained in
section 409 of the Federal Food, Drug,
and Cosmetic Act. The relevant lan-
guage of that section reads as follows:
A food additive shall not be approved
‘‘if a fair evaluation of the data before
the Secretary fails to establish that
the proposed use of the food additive,
under the conditions of the use to be
specified in the regulation, will be safe:
Provided, that no additive shall be
deemed to be safe if it is found to in-
duce cancer in man or animal * * *.’’

This provision is known as the
Delaney clause. This simple statement
is the basis for the establishment of
safety for the food supply in the United
States. These two provisions together
deal with food safety and also the limi-
tation of carcinogens in pesticides, in
food coloring, and in other areas as
well, but food additives primarily.

What we have done in this proposal
that is before the Senate is changed
both of these standards. I wonder why?
I wonder where the call is across the
country for people that say our food is
too safe? I think few would ever have
had the circumstance where anyone
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came up and said ‘‘Senator, one of the
overwhelming problems we are facing
in our country is the food supply that
is too safe. Do something about it.’’

It is very interesting, Madam Presi-
dent, that when the regulatory reform
bill was submitted, it repealed, effec-
tively, the Delaney clause that pro-
vides restrictions on food additives pri-
marily, into the food supply.

We commented on that in the course
of the Judiciary Committee markup.
Lo and behold, when that measure was
reintroduced here on the Senate, the
Johnston-Dole amendment, we found
changes not just in the Delaney clause,
but we found changes in the food safe-
ty, as well—dramatic change.

It just happened between the time it
got out of the Judiciary Committee
and the time it was reintroduced here,
without any hearings, without any no-
tification, without any real expla-
nation in reviewing the record about
what was the reason for the changing
in our food safety laws. I think that is
wrong, and we will have an opportunity
in the Senate, should that legislation
come back to address it.

Now, as I mentioned, the first para-
graph here requires that any additive
to food safety must be safe. The second
proviso is the Delaney clause, first en-
acted into law in 1958 and expanded in
1960. The Delaney clause prohibits the
use of food additives, food colorings,
animal drugs, and in some cir-
cumstances pesticides if they are found
to cause cancer in humans or in ani-
mals. The Delaney clause provides a
zero-tolerance standard for cancer-
causing substances in food.

In recent years, critics have claimed
that the Delaney clause is unscientific
and overbroad. Clearly, there has been
a revolution in food science and bio-
chemistry since 1958, when the Delaney
class was enacted. We now have the
technology to identify cancer-causing
chemicals in foods, in far smaller trace
amounts than possible 40 years ago. We
also understand that animals may de-
velop tumors from certain chemicals
through pathways of animal biology
that humans do not have.

Zero tolerance, therefore, means
something different today than it did
in 1958. Tiny amounts of substances
that could not be detected at all in the
1950’s can be detected today. In 1958,
testing equipment might have consid-
ered zero risk to be a 1 in 100,000 chance
of causing cancer. Today, we have sci-
entific instruments that can detect
risk levels as low as 1 in 1 billion.
Clearly a modern standard of risk is
warranted.

Responsible voices have argued for
reform of the Delaney clause. The Na-
tional Academy of Sciences first rec-
ommended Delaney reform in a 1987 re-
port. In 1993, the Academy called for a
more scientific health-based safety
standard for approving pesticides.

Senator LEAHY and I and others have
introduced detailed legislation in each
of the last three Congresses to imple-
ment the Academy’s recommendations,

and we would welcome the opportunity
to continue that complex sensitive
task in the committees of jurisdiction.

Unfortunately, the bill before the
Senate takes an irresponsible approach
to a subject with such grave implica-
tions. It contains haphazardly drafted
lines in a 97-page bill on regulatory re-
form that emerges from two Senate
committees without any expertise in
food safety, without any hearings, and
without any public input from the sci-
entific community.

These 10 lines would wipe out the
Delaney clause, and in its place they
insert a vague standard of negligible or
insignificant risk. The phrase ‘‘neg-
ligible or insignificant risk’’ is not de-
fined in the bill.

This is on page 71 of the Dole pro-
posal, on lines 21 and 22, where they
say:

. . . shall not prohibit or refuse to approve
a substance or product on the basis of safety
where the substance or product presents a
negligible or insignificant foreseeable risk to
human health.

And, if you look at the top, at line 15,
it applies not just to Delaney, but it
applies to all of this provision.

What is the significance of that?
Does negligible or insignificant risk
mean a risk of 1 in 1 million? Or 1 in
1,000? How many additional cases of
cancer are acceptable under a neg-
ligible risk standard? Perhaps a neg-
ligible risk means any level of risk
that will not cause an immediate
health disaster. Codification of such a
vague standard would cause a major
uncertainty for both consumers and in-
dustry. Its interpretation could vary
from one administration to another.

In addition, the proposed language
does nothing to ensure adequate pro-
tection of infants and children who are
uniquely susceptible to foodborne tox-
ins because their diets are so different
from those of adults.

Madam President, this chart indi-
cates what the current law is. Under
the current law the language is, as I
mentioned earlier, will be safe, which
means a reasonable certainty of no
harm. It is a no harm standard. Effec-
tively that is the food standard now in
the United States and effectively has
been there for a period of some 40
years. How that is being changed at the
present time under S. 343 is that food
additives may cause negligible or insig-
nificant risk of harm—not too much
harm.

So now anyone who goes into the su-
permarket knows that in whatever
part of the supermarket they go to,
their food will be safe—the certainty of
no harm. That is the current standard
and that is the standard that is defined
at FDA in their statute. It is defined,
understood. It has been tested and it
has been court tested and is being ad-
hered to. And that is why we have the
safest food in the world.

But in this proposal, in S. 343, it says,
‘‘not too much harm,’’ without defin-
ing the standard. Whose interest is
that in? Is that in the public’s interest?

Is that in the family’s interest? Is that
in children’s interest, or parents’ inter-
est? It is not. But it is in certain of the
food industries’ interest. Certain food
industries want those changes.

They have not testified. They have
not submitted the scientific informa-
tion. They have not come on up here
and debated that issue with scientists
and other food experts who understand
the importance of these kinds of
changes. All they have done is had the
political muscle to get it into the cur-
rent bill without any hearings. Madam
President, that is not right to think we
ought to be moving ahead on that
without that kind of consideration of
scientists and researchers, understand-
ing the full implications about it, and
without any adequate explanation or
definition of what is insignificant risk.
I have been listening out here on the
floor of the Senate to those supporting
the Dole-Johnston proposal saying,
‘‘We want to have this more specific.
We want to really understand what
your proposal would be.’’ We would like
to ask them to define what is the insig-
nificant risk? It is not defined in their
bill and it is not time to play Russian
roulette with the health and safety of
our food supply by including that into
a measure that could become law.

Let us just think about this language
in another way. The proposed language
in the legislation, also, with the
changes in the Delaney provisions
which I mentioned which restrict any
food additives that can have any can-
cer-causing products in them, the pro-
posed language does nothing to ensure
adequate protection of infants and chil-
dren who are uniquely susceptible to
foodborne toxins because their diets
are so different from those of adults.
This issue is the central conclusion of
the 1993 National Academy of Sciences
report. Dr. Philip Landrigan of Mount
Sinai Medical Center, who chaired the
committee of scientists responsible for
the NAS report said, ‘‘[i]f you’re going
to throw Delaney away, you’re going to
have to replace it with something
equally protective of children.’’

Perhaps Delaney has its flaws, but its
zero tolerance for cancer-causing sub-
stances clearly and unequivocally pro-
tects children, and the Dole-Johnston
proposal would clearly and unequivo-
cally expose children to more hazards
of cancer.

We know that cancer now kills more
children under 14 than any other dis-
ease. The incidence of childhood brain
cancer and childhood leukemia has in-
creased 33 percent since 1973.

Why would anyone thoughtlessly per-
mit industry to put more carcinogens
in the food supply at a moment in time
when we are already losing the war on
childhood cancer, and adult cancer,
too? The incidence of cancer has in-
creased 48 percent since 1950—and that
statistic excludes lung cancer, which
has also increased dramatically due to
smoking. Environmental toxins are al-
ready taking a heavy toll on the health
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of Americans. This is no time to reck-
lessly open the floodgates and permit
cancer-causing additives to enter the
food supply for the first time in 37
years—the first time in 37 years.

This legislation is irresponsible. It
repeals the existing zero risk standard
without providing for a clear, scientific
measure of risk. It ignores the rising
risk of cancer faced by infants and chil-
dren. This is not a Contract With
America, it is a Contract With Cancer.

Madam President, let me just put up
here a chart that reflects what the Na-
tional Academy of Sciences has point-
ed out that is something that ought to
be obvious to all parents. That is, very
small children’s immune systems, res-
piratory systems, and nervous systems
are all in the early development
through childhood and through their
teens, and these systems are much
more sensitive, as a result of body
weight and growth, to the various
kinds of environmental toxins in our
society. That is understood by any can-
cer researcher and has been docu-
mented by the National Academy of
Sciences.

Understanding that, the National
Academy of Sciences reviewed the food
consumption of infants and into their
early teens. What they found out is
that there is 21 times the amount of
apple juice consumed by small children
than adults, 11 times the grape juice,
and right down the list—bananas, 7
times as much consumption by small
children than adults, all the way down,
with milk, and continuing along.

Then over here it gives the percent of
diet. Apple juice is 10 percent of the
diet for children; milk, 12 percent; or-
ange juice, some 10 percent for the
diets of small children. What the Na-
tional Academy of Sciences said is,
since children are the most vulnerable
and since they consume these kinds of
products, should we not look, for exam-
ple, at the number of carcinogens that
they intake, particularly in the areas
of pesticides, so we might be able to
prevent the incidence of cancer in-
creasing in the children? They did a
thorough study on that, sensitive to
the developmental problems of small
children and also the types of pes-
ticides that are being used on these
products.

Some of their examples: Apples have
123 different pesticides on them. We
have to look at this from a scientific
point of view. The bottom line on this
is the Academy of Sciences says if we
are serious about trying to develop a
process concerning the use of various
pesticides, we ought to determine what
are the foods which small children eat
primarily and look at the tolerance
level for those children and develop a
policy that is going to be sensitive to
the incidence of carcinogens, cancer
forming agents, and the risks that they
have. It makes common sense. It can
make a difference, particularly when
we are seeing the number of child can-
cers which have been escalating. Do

you think that has been included in
this regulatory reform? Absolutely not.

Do you think there was any willing-
ness to consider that kind of rec-
ommendation of the Academy of
Sciences? Absolutely not.

Has there been any willingness on
the other side to review or accept or in-
corporate this kind of concept? Abso-
lutely not, because they have the
votes. They have the votes to put at
greater risk our food supply and to ba-
sically say we are not going to pay any
attention to the best science that we
have in this country at the Academy of
Sciences as it relates to children.

I heard out here during those earlier
debates that what we want to do is
eliminate bureaucracy and bring in the
best science. This is the best science.
But the supporters of that program are
quite unwilling to address it or to be
responsive to it.

Finally, as we know, the Delaney
clause currently applies to four dif-
ferent categories of products—food ad-
ditives, certain pesticides, animal
drugs, and food colorings. Different
considerations apply to reform in each
of these areas.

In the case of pesticides, it may be
appropriate to weigh the risks of the
chemicals against the importance of a
stable food supply. But there is no jus-
tification for allowing cancer-causing
food colorings. There is no benefit to
the public from an M&M colored with
red dye-No. 3 versus Red dye-No. 40. If
food colorings cause cancer in labora-
tory rats, they should simply be
banned from our food supply.

That would make pretty good com-
mon sense—but not the regulatory re-
form legislation; no willingness to try
to give that any kind of consideration.

Thirty-five years ago, in 1960, Con-
gress held hearings to consider legisla-
tion to expand the Delaney clause. An
industry witness testified that any
such expansion would be foolish
hysteria. He gave the committee an ex-
ample of a chemical that caused cancer
in animals but that he said posed no
risk to human health. That chemical
was DES. The tragedy that ensued for
thousands of women who took DES
should be enough alone to stop the
Senate in 1995 from capitulating to the
food industry’s efforts to weaken pub-
lic health. We can reform the Delaney
clause without destroying it.

At the appropriate time, I will offer
an amendment to strike the ill-consid-
ered provision in S. 343, and replace it
with a sense-of-the-Senate resolution
which, if adopted, will put the Senate
firmly on record in favor of prompt and
responsible Delaney reform.

The amendment states unequivocally
that ‘‘the Delaney clause in the Food,
Drug and Cosmetic Act governing car-
cinogens in foods must be reformed,’’
and that the current Delaney clause
should be replaced by a scientific
standard that takes account of the
right of the American people to safe
food; the conclusions of the National
Academy of Sciences concerning the

diets of infants and children; the im-
portance of a stable food supply and a
sound farm economy; and the interests
of consumers, farmers, food manufac-
turers, and other interested parties.

In addition, the amendment estab-
lishes a timetable for responsible legis-
lative action. It states that the Senate
should enact Delaney reform, based on
this work, by the end of the first ses-
sion of this Congress—in other words,
by the end of this year. It seeks care-
ful, but expedited, consideration of the
matter by the committee of jurisdic-
tion, where the scientific experts as
well as the food industry will have an
opportunity to be heard.

In fact, the Labor and Human Re-
sources Committee is currently consid-
ering a comprehensive FDA reform
bill. That bill would be an appropriate
vehicle for Delaney reform. The views
of the Agriculture Committee are also
essential to consider legislation of con-
cern to farmers.

Food safety is a complex, technical
subject. A substantial body of sci-
entific research exists on this subject
that should inform our work in this
area through hearings and consultation
with the experts. That’s what commit-
tees are for. Let us do this right.

This bill does not represent a ration-
al, responsible reform of the Delaney
clause. Instead, it represents a surren-
der to business greed for higher profits
and to the most irresponsible elements
of the food processing industry. Its phi-
losophy on food safety is simple and
sinister—let the buyer beware, the pub-
lic be damned.

And that is only half the problem
with this provision. In its zeal to up-
root the Delaney clause and assist the
food industry, the Dole-Johnston alter-
native drastically weakens the general
food standard in current law.

There is legitimate serious debate
about Delaney reform. But there is no
serious debate, legitimate or illegit-
imate, about a wholesale weakening of
the general standard that protects food
from other harmful additives.

I repeat that, Madam President. As
we pointed out, there may be reason—
and I believe that there is reason—for
debate about the Delaney clause here.
But I do not see, and I wait to hear,
what the justification is for changing
the safe food standard that we have at
the present time that has been in place
for 40 years. Who is asking us to do
this? Who is requesting it? Where is the
mail that is coming in to our col-
leagues? Who are going to be the bene-
ficiaries of it? Who are going to be put
in greater risk because of it?

I think the answers to those ques-
tions are quite clear. It is an aspect of
the food production industry that is fa-
voring their position, but it certainly
is not the families in this country that
deserve it.

The Federal Food, Drug and Cos-
metic Act now requires that for a non-
cancer-causing food additive to be ap-
proved, its sponsor must demonstrate
that it will be safe. Under that stand-
ard, FDA approves additives today if
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they present a reasonable certainty of
no harm. But under the Dole-Johnston
proposal, the language of the Delaney
reform is carried over to the general
standard for food safety. FDA would be
required to approve additives that
caused only a negligible or insignifi-
cant risk of harm—in other words, in-
stead of the current law standard of no
harm, the proposal would establish a
weaker standard of not too much harm.

Perhaps this change is inadvertent.
It certainly is unjustified and
unneeded. Perhaps, in aiming at the
Delaney clause on cancer-causing sub-
stances, the sponsors mistakenly hit
the general food safety standard too.
Or perhaps the food industry lobbyists
saw their chance and took it—to get
out from under the Delaney clause, and
get out from under the general food
safety standards too.

It is a long way from no harm to not-
too-much harm, and before we travel
down that road we had better be very
sure we know the consequences.

The amendment I will offer when we
return to the bill, in addition to deal-
ing with the Delaney clause, will also
delete the provision weakening the
general food safety standard. The pro-
vision seems to be a gratuitous weak-
ening of a standard that is working
well in current law and does not need
reform. If a change in this important
law is not necessary, it is necessary
not to change it.

The bedrock food safety standard in
current law should not be discarded
lightly. Any legislation in this area
must reflect the care an deliberation
due a subject as important as whether
the citizens of this country, especially
infants and children, are now to be ex-
posed to a higher risk of cancer and
other diseases in the food they
consume.

Madam President, toward the conclu-
sion of my remarks I remind the Sen-
ate once again what has been happen-
ing to cancer incidence in the Amer-
ican population. It has increased by 48
percent since 1950. This is excluding
cancers of the lung and the stomach.

Here we see what has been happen-
ing. We have seen the treatment of a
number of these, particularly child-
hood cancers, have gotten much better.
So the burden among the children in
this country in many instances has
been increasingly hopefully beneficial
in terms of the treatment.

But when we see the continued in-
crease in the incidence of cancer, and
the danger that brings, why should we
be out here flying in the face of a Na-
tional Academy of Sciences’ study
which has recommended how we can
protect children, and throwing that
recommendation, which represents the
best in terms of scientific information,
over our shoulder and throwing it to
the winds? I fail to understand the
logic of that position.

Everyone knows what is going on
here. Food industry lobbyists are try-
ing to stampede Congress into hasty
action on the Delaney clause that will

have drastic long-term consequences
for the safety of the food supply of 250
million Americans. I have never heard
any consumer say that they think food
is too safe.

Those who vote for this amendment
go on the record in support of prompt
but responsible Delaney reform and
against any tampering with the gen-
eral food safety standard.

The Delaney clause may have out-
lived its usefulness, but it deserves a
decent burial. It deserves to be re-
placed by a modern safety standard
that strikes the right balance between
the needs of industry and the health of
our children. And the general food safe-
ty standard deserves to remain intact.

f

REGULATORY REFORM AND FOOD
SAFETY STANDARDS

Mr. HATCH. Mr. President, contrary
to what opponents of S. 343 allege, en-
actment of our bill would neither un-
dermine the existing standard for food
safety nor needlessly expose our citi-
zens—man, woman, or child—to car-
cinogenic substances.

Although we are today considering
the Bosnian arms embargo issue, since
the issue of the Delaney clause has
arisen, I wanted to take this brief op-
portunity to respond to some inaccura-
cies that were propounded in this
Chamber today.

I will limit my remarks now to two
criticisms raised today: that S. 343
lessens the safety standard for all
foods; and that the bill is defective in
that it lacks a definition of negligible
or insignificant risk.

I plan to defer the rest of my re-
marks on Delaney clause issues for our
continued consideration of S. 343.

As my colleagues are aware, the
three Delaney clauses contained within
the Federal Food, Drug and Cosmetic
Act to ban a limited group of sub-
stances—food additives, color addi-
tives, and animal drugs—if they are
found in whatever quantity to produce
cancer in laboratory animals.

This inflexible zero risk standard in
the law is outdated scientifically, as
my colleague, Senator KENNEDY, noted
earlier.

Some have alleged that the Delaney
clause modification language of S. 343
somehow fundamentally undermines
our Nation’s food safety laws. That
simply is not the case. It is unfortu-
nate that some of my colleagues are re-
lying on the interpretation of lawyers
at the Food and Drug Administration
who apparently cannot read the law—
and this is not the first time those in
this Chamber have had that experience.

So that this is perfectly clear to my
colleagues, I want to walk through this
issue so that you can see how the lan-
guage contained in S. 343 continues to
protect the public health.

The Delaney clause modification lan-
guage in S. 343 states:

The Secretary of Health and Human Serv-
ices and the Administrator of the Environ-
mental Protection Agency shall not prohibit

or refuse to approve a substance or product
on the basis of safety, where the substance or
product presents a negligible or insignificant
foreseeable risk to human health resulting
from its intended use.

This provision of S. 343 harmonizes
the safety standard of the three
Delaney clause provisions with the
safety standard long applied by FDA
under the other safety provisions con-
tained within the Food, Drug and Cos-
metic Act.

In other words, there are substances
which could be present in food, or
added to food, or indeed, used on or in
the human body, which are not subject
to the Delaney clause language. To sin-
gle out these three Delaney clause sub-
stances for treatment other than that
accorded a broader group of substances
used for virtually identical purposes is
senseless, especially in view of the fact
that FDA has a well-established safety
standard for those substances which
does incorporate the negligible risk
standard.

For the edification of my colleagues,
I will list these substances: pesticide
residues that do not concentrate in
processed food; food substances that
are not classified as additives because
they are generally recognized as safe or
were approved by FDA or USDA during
the period 1938 to 1958; dietary supple-
ment ingredients; constituents of food
additives; constituents of color addi-
tives; environmental contaminants in
the food supply; cosmetic ingredients;
undetectable animal drug residues; and
ingredients in nonprescription and pre-
scription drugs, biologics, and medical
devices.

To make a distinction in the safety
standard for these substances versus
food additives, color additives, or ani-
mal drugs, is, at best, irrational.

My colleague from Massachusetts has
expressed the concern that in amend-
ing section 409(c)(3) of the Food, Drug
and Cosmetic Act, the language of S.
343 eliminates the safety standard for
all foods from the law.

Specifically, 409(c)(3) says:
No regulation [food additive approval]

shall issue if a fair evaluation of the data be-
fore the Secretary—

(A) fails to establish that the proposed use
of the food additive, under the conditions of
use to be specified in the regulation, will be
safe: Provided, that no additive shall be
deemed to be safe if it is found to induce can-
cer when ingested by man or ani-
mal. . .[Delaney language].

It is my understanding that my col-
league is concerned that the way in
which S. 343 was drafted, that is, modi-
fying all of 409(c)(3) instead of just the
proviso containing the Delaney lan-
guage, eliminates entirely the existing
safety standard.

I believe the implication is that the
modification should be made to the
proviso only.

I simply do not believe that is an ac-
curate reading of the law, when the to-
tality of the Food, Drug and Cosmetic
Act provisions with respect to food
safety are read together.

I want to assure my colleagues that
that was not our intent. In fact, I do


		Superintendent of Documents
	2016-09-30T10:43:36-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




